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wk trfknt wwrcro 
(ww**t bonn) 
wftrcjjtm 

*Tf fa^ft, 5 [fq *, 1980 

ht° «t» fno 6 81 (it)-— nkfafk jutth* ttFnft four, 
1945 if irk w’pfra^t qrrft % fkj vftrpr ffnift vr tv stw, 
fkftr fk girrspT nr«rtfT nftjffqir, 1940 (1940 vr 23 ) 
(Prof rof *rnr nftrkro, rot ft ut7t 21 fk 
33 ft ukrojim: nm *hvh f pitot nk vwtv 

UWFR (75TO5 fftlfFr) ft Ufti^TOT 0WT 11 013/9/79- 
rft« ft 0 tJWo irk 4k flio t° nr° *f>fo f-To Tfo qT 388 

mfkr 2i nrf, 1980 f mfk nmt % tptot, ror 2 , 5^ 3, 
33^ 1 (1) ftnkr 5 5 tf<'T, 1980 f 749 t 7 " sTVifro ffqT 
qqr »tt, frof ro ^ki5 it fro ft ro tpstto ft rrfrot, 

froST 'J'rt wfcrgmT m5T ft V7r 4t roft ft qk fro fr 

wqfk 'll tpnfkr tf ro nift wrfftff k urek tfk rjmq ^rtf 
’nr ff qf ro?r rotfro fk fr fumi k ; 

>9k ^ 19 7155, 1980 fr Tplnl ft qqTFIT VTT 

fuqr XRt 5T ; 

fk ffk tttvp: ft qro mro ft 5935 & stt^ unSfr 

fk XJKTff T 7 ff 5 T 7 qrt fkm $ ; 


utr, kfk tRTR, w nfafwr ft ura 12 fk 33 snr 

sraw vif«i4t' in’ sffrurft 50 :, wkfu trffffl ^ti ft 

qrmf f TivtitT, fkftr fk sw uroft ffw F 1945 vr 
fk fftuxr f ftur fwrfttftrv ffro smtft ft, nnfq; :— 

1. (1) ft fktff vi ffsrca qur fVtftt fk sremR umift 

(it^vr fftFt) fwr, i960 ft 1 

(2) f nw Sr swrim ft flktwft sojw 1 

2 . tflufff fk wtsr FTinfr kxtxr, 1945 f (ftrft wf unt 

■Jifl fiqxr 3.^1 <ioi ft), foqq 64 f (2) f, ff^tr>TR 

TFJV f krqPrf^H TF^V Stfi: rvrrfft k'q'i qnr^TT, 

HfftT :— 

qk ff to 20-5 irr 21-5 trovr fkf f 
«k f finr ffo jpr qkqq ft 5m 5Fj^nr4 snffvTfr 
TOt XTiJ TFITtrR 577 xktr ff qg qkqr ftroft 5tm fk TFprkr 
ft qrkt ft— 

( 1) OT7.T W591H !FT 55 jft^7 *t 5FT ft ; fk 

(2) 55 ok »mw sjrffr f utottefi Sr ft fr Tfft^Tfw 
fqqrcr ft 5T ftraf qr ^Ttf kktt 

gfkt ft ft Fin ffk fktw f VT 7 H 7 vt 5 T 7 *pft vt 

55VT5 ft I ” 
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3 . faro Tfwr 71 xftr f^rmr 76 %, (4) 'f himt^ 

fWM frtfq d rttoIto Hft srnnfl-, TOfa :— 

“(w) ( 4 ) A ftfe TftsFT r^r i toft % tot to 

srtftro % fatj fVrf) fawfiwTTO &uWu*r m faror 

HT wWtr pftjFT $J tflTO TOITO if TOTftT tfk 

wWfcpff % TftsfFT if TOFT TlfTO CFTT, sfl tfipUTO TTTfiFnfr ^f 
Hit if trofctT IRSTT Tl n , l" 

1 . : a s Fu fmrtT ^faTO 9 6 *P TTPlTO (l) $ (Hi) V 
( 4 t) *r, tnr^ift if, “rnp fWfNn:” tTrtf % WTd IT 
“ncfi fTpiff^TlTT: HI TO% Wl ’ITTIT” VriT aRr:Wtlfrt fttF STtmT ; 

5. wi ftinr Tf TOtefft f *f, tot 37 ff 'V-jhH-t hosts’’ 

*ftTa; $ wffib HRf ( 3 ) ^ fTOTMTO W SRI: HtTpFT 

■ft 41-— 

" ( 4) TO TOO % fltffH fwrflM TO4T $ IT3H if faffi 'TfTHfa Tt 

tot if u-jhlfov Tfwr, wyfftFt snrftrerfl - vt TOtfl Mro *[tot 
W f 1 irft tfw % ifCT if tiff r rfHtff.i ffnr f ?rt TOf Rftftro, 
to irrtfar &, fro hrHi «t?r qff^T {ffHt $, TTfavro Tito ura 
<t TOftr % fin? ftfroro toktt toett, froj to Tiff to \tf 
«ffH iripfiro snfEPPrft fr qfrarftRr nro tot) hfit i tot if 

HHT STJiftW UTO TT ftpTT 3 fTdT ^ l” 

6. tto faro «ft cFRf-ft to e tAt TO%tWf)m srPrteiff 
to ribr ftror TOftt 1 

[TTO 11013/9/7^“^“ dtfo ^ c ft° ^ 0 , f 0 ] 

jfo iff° TFJTOTtfro 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 5th December, 1980 

G.S.R. 681 (E).—Whereas certain draft rules further to 
amend the Drugs and Cosmetics Rules, 1945 were publish¬ 
ed as required by sections 21 und 33 of the Drugs and Cos¬ 
metics Act, 1940 (23 of 1940 ) (hereinafter referred to as 
the said Act), at pages 749-730 of the Gazette of India, 
Part H, Section 3 , Sub-scction (i), dated the 5 th April, 1980 
under the notification of the Government of India in the 
Ministry of Health and Family Welfare (Department of 
Health) No. X-l 1013 | 9 | 79 -DMS&PFA, G.S.R. 388 dated 
the 21 st March, 1980 inviting objections and suggestions 
from all persons likely to be alfected thereby, belore the 
expiry of a period of ninety days from the date on which 
the copies of the Official Oazette containing the said notifi¬ 
cation were made available to the public; 


EXTRAORDINARY [Pa&t 3(1)]' 


And whereas the said Gazette was made available to the 
public on the 19th April, 1980; 

And whereas the objections and suggestions received from 
the public on the said draft have been considered by the 
Central Government; 

Now, therefore, in exercise of the powers conferred by 
sections 12 and 33 of the said Act, the Central Government, 
after consultation with Drugs Technical Advisory Board, 
hereby makes the following rules further to amend the Drugs 
and Cosmetics Rules, 1945, namely : — 

1. (i) These rules may be called the Drugs and Cosmetics 
(Fifth Amendment) Rules, 1980. 

(ii) They shall come inlo force on the date of their 
publication in the Official Gazette, 

2. In the Drugs and Cosmetics Rules, 1945 (hereinafter 
referred to as the said rules), in rule 64, in sub-rule (2), 
after the existing proviso, the following proviso shall be in¬ 
serted, Hamely ;— 

“Provided further that in respect of an application for 
the grant of a licence in Form 20-B or Form 21-B 
or both, the licensing authority shall satisfy him¬ 
self that the premises in respect of which a whole¬ 
sale licence is to be granted are 

(i) of an area of not less than ten square meters ; 
and 

(H) in the charge of a competent person, who is a 
Registered Pharmacist or who has passed the 
Matriculation Examination or its equivalent with 
four years experience in dealing with drugs”; 

3. In rules 71 and 76 of the said rules, after condition 
(4), the following condition shall be inserted, namely ;— 

“(4A) The head of the testing unit referred to in con¬ 
dition (4) shall possess a dogree in Medicine or 
Science or Pharmacy or Pharmaceutical Chemistry 
of a University recognised for this purpose and 
shall have experience in the testing of drugs, which 
In the opinion of the licensing authority is consi¬ 
dered adequate.”; 

4 . In rule 96 of the said rules, in sub-rule (1 ), in clause 
(iii), in sub-clause (a), in the proviso, after the words “in 
terms of one millilitre”, the words “or fraction thereof” 
shall be inserted; 

5. In Schedule A to the said rules, in Form 37 under the 
heading “Conditions of Approval”, after condition (3), the 
following condition shall be inserted, namely :— 

“(4). The approved institution shall inform the approv¬ 
ing authority in writing in the event of any change 
of the constitution of the institution opera 1 ing 
under this Form. Where any change in the con¬ 
stitution of the institution takes place, the current 
approval shall be deemed to be valid for a maxi¬ 
mum period of three months from the date on 
which the change takes place unless in the mean¬ 
time, a fresh approval has been taken from the 
approving authority in the name of the institution 
with the changed constitution.” 

6. In Schedule K to the said rules, item 6 and the entries 
relating thereto shall he omitted. 

[No. X-11013l9|79-DMS&PFA] 
T. V. ANTONY, Jt. Secy. 
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